
 

Certyfikat Oceny Dokumentacji Technicznej UE 
rozporządzenie (UE) 2017/745, załącznik IX, rozdział II 

 

MDR 739169 R000 

 

Producent: ConvaTec Limited 

 

Adres: 

First Avenue 

Deeside Industrial Park 

Deeside 

Flintshire 

CH5 2NU 

Wielka Brytania 

Niepowtarzalny numer rejestracyjny: GB-MF-000001770 

 

Upoważniony przedstawiciel w UE: Unomedical A/S 

Adres: 

Aaholmvej 1-3, Osted 

4320 Lejre 

Dania 

 

 

Zakres: Zob. załączony Wykaz wyrobów 

Na podstawie naszej oceny dokumentacji technicznej zgodnie z rozporządzeniem (UE) 2017/745, 

załącznik IX, rozdział II, dokumentacja techniczna spełnia wymogi wspomnianego rozporządzenia. 

W celu wprowadzania do obrotu wymienionych wyrobów wymagany jest dodatkowy certyfikat 

według załącznika IX, rozdział I i III. 

 

 

W imieniu i na rzecz BSI, Jednostki Notyfikowanej dla powyższego rozporządzenia (Jednostka 

Notyfikowana numer 2797): 

 

[nieczytelny podpis] 

Graeme Tunbridge, Starszy wiceprezes ds. wyrobów medycznych 

 

Data pierwszego wydania:  16.03.2022 r. 

Data:     16.03.2022 r. 

Data ważności:    15.03.2027 r. 

 

 

…making excellence a habit.™ 
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Ważność niniejszego certyfikatu jest uwarunkowana utrzymaniem zgodności systemu jakości Producenta z wymogami rozporządzenia 
wykazanej na podstawie wymaganych działań kontrolnych Jednostki Notyfikowanej.  

Niniejszy certyfikat został wystawiony elektronicznie i podlega warunkom umowy. 

 
Dane kontaktowe jednostki notyfikowanej: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, 

Holandia, Tel.: +31 (0) 20 346 07 80 

Dane rejestrowe: BSI Group Assurance Limited jest zarejestrowana w Anglii pod numerem 05435540 pod adresem 389 Chiswick High 
Road, London W4 4AL, Wielka Brytania.  

Członek grupy spółek BSI. 
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Wykaz wyrobów: 

 

Nazwa 

wyrobu 

Model Rodzaj 
(kody według 

rozporządzenia 

UE 2017/2185) 

Przeznaczenie  
(zgodnie z instrukcją 

użycia) 

Klasyfikacja 

ryzyka 
 

Kod Basic UDI-DI 

Opatrunek 

piankowy 

przylepny 

Aquacel Ag 

420627 MDN 1204 Opatrunek pierwotny 

do leczenia ostrych 

i przewlekłych ran 

z wysiękiem, w których 

występuje ryzyko 

zakażenia lub które 

wykazują oznaki 

zakażenia 

Klasa III 768455AWC00123D 

420628 

420629 

420647 

420648 

420649 

420681 

420805 

420807 

421491 

Opatrunek 

piankowy 

Aquacel Ag 

 

420639 MDN 1204 Opatrunek pierwotny 

do leczenia ostrych 

i przewlekłych ran 

z wysiękiem, w których 

występuje ryzyko 

zakażenia lub które 

wykazują oznaki 

zakażenia 

Klasa III 768455AWC00123D 

420642 

420644 

420645 

420646 

420806 
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Ważność niniejszego certyfikatu jest uwarunkowana utrzymaniem zgodności systemu jakości Producenta z wymogami rozporządzenia 
wykazanej na podstawie wymaganych działań kontrolnych Jednostki Notyfikowanej.  

Niniejszy certyfikat został wystawiony elektronicznie i podlega warunkom umowy. 

 
Dane kontaktowe jednostki notyfikowanej: BSI Group The Netherlands B.V., Say Building, John M. Keynesplein 9, 1066 EP, Amsterdam, 

Holandia, Tel.: +31 (0) 20 346 07 80 

Dane rejestrowe: BSI Group Assurance Limited jest zarejestrowana w Anglii pod numerem 05435540 pod adresem 389 Chiswick High 
Road, London W4 4AL, Wielka Brytania.  

Członek grupy spółek BSI. 
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Historia certyfikatu 
(Odwołania do odnośnych wspólnych specyfikacji i norm zharmonizowanych, których wymogi spełnia wyrób, oraz do 

odnośnych badań i raportów z badania potwierdzających wszelkie poniższe zmiany certyfikatu można uzyskać pod adresem 

Certificate.Verification@bsigroup.com) 

 

 

Data Numer referencyjny Czynność 

Obecnie 3324569 Wydanie 
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Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

ConvaTec Limited
First Avenue
Deeside Industrial Park
Deeside
Flintshire
CH5 2NU
United Kingdom

04 July 2023

Notified Body Confirmation Letter
Reference:  EU2023-607/651311

To whom it may concern,

Confirmation of the status of a formal application, written agreement, and appropriate
surveillance in the framework of Regulation (EU) 2023/607 amending Regulations (EU)
2017/745 and (EU) 2017/746 as regards the transitional provisions for certain medical
devices and in vitro diagnostic medical devices

This letter confirms that, BSI Group The Netherlands B.V., a Notified Body (NB) designated against
Regulation (EU) 2017/745 (MDR) and identified by the number 2797 on NANDO, has received a formal
application in accordance with Section 4.3, first subparagraph of Annex VII of MDR and has signed a
written agreement in accordance with Section 4.3, second subparagraph of Annex VII of MDR with the
following manufacturer:

ConvaTec Limited
First Avenue
Deeside Industrial Park
Deeside
Flintshire
CH5 2NU
United Kingdom

SRN Number (if available): GB-MF-000001770
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The devices covered by the formal application and the written agreement mentioned above are identified in
the Tables below. Table 1 identifies the devices for which an MDR application has been received, written
agreement concluded and for which the NB is also responsible for appropriate surveillance of the
corresponding devices under the applicable Directive. Table 2 identifies the devices for which an MDR
application has been received and a written agreement concluded, but the NB has not yet taken the
responsibility for appropriate surveillance of the corresponding devices under the applicable Directive.

In the case of devices covered by certificates issued under Directive 90/385/EEC (AIMDD) or Directive
93/42/EEC (MDD) that expired after 26 May 2021 and before 20 March 2023, without having been
withdrawn, this letter also confirms that the manufacturer signed the written agreement under MDR by the
date of MDD/AIMDD certificate expiry; or provided evidence that a competent authority of a Member State
had granted a derogation or exemption from the applicable conformity assessment procedure in
accordance with Article 59(1) of MDR or Article 97(1) of the MDR respectively, by the 20 Mar 2023 for the
relevant devices.

The transition timelines that apply to the devices covered by this letter, subject to the manufacturer’s
continued compliance to the other conditions specified in Article 120.3c of MDR (as amended by (EU)
2023/607), are shown below:

 26 May 2026 for Class III custom-made implantable devices
 31 December 2027 for Class III devices and Class IIb implantable devices excluding Well-

established technologies (WET - sutures, staples, dental fillings, dental braces, tooth crowns,
screws, wedges, plates, wires, pins, clips and connectors)

 31 December 2028 for other Class IIb devices, Class IIa, Class I devices placed on the market in
sterile condition or have a measuring function

 31 December 2028 for devices not requiring the involvement of a notified body under MDD but
requiring it under MDR (e.g., class I devices that qualify as re-usable surgical instruments)

On behalf of BSI Group The Netherlands B.V.,

Debbie Addison
BSI Scheme Manager



BSI Group The Netherlands B.V.
Say Building
John M. Keynesplein 9, 1066 EP
Amsterdam, The Netherlands

bsigroup.com
bsigroup.nl
T: +31 20 346 0780

Page 3 of 5

Validity of this letter may be verified by writing to Certificate.Verification@bsigroup.com

Table 1: Devices covered by this letter and for which the NB is also responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Aquacel Surgical Cover
Dressing
Basic UDI-DI:
768455AWC00203C

Class III N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

MDD Certificate #2: CE 00380
Expiry date: 26/05/2024
NB#: 2797

Duoderm Extra Thin
Basic UDI-DI:
768455AWC00303F

Class III N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

MDD Certificate #2: CE 00380
Expiry date: 26/05/2024
NB#: 2797

Duoderm Signal
Basic UDI-DI:
768455AWC00313H

Class III N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

MDD Certificate #2: CE 00380
Expiry date: 26/05/2024
NB#: 2797

Duoderm CGF

Basic UDI-DI:
768455AWC00323K

Class III N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

MDD Certificate #2: CE 00380
Expiry date: 26/05/2024
NB#: 2797

Duoderm CGF Border
Basic UDI-DI:
768455AWC00293W

Class III N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

MDD Certificate #2: CE 00380
Expiry date: 26/05/2024
NB#: 2797

Aquacel Foam
Basic UDI-DI:
768455AWC00063J

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797
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Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

Aquacel Foam Pro
Basic UDI-DI:
768455AWC00073L

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Aquacel Extra & WSF
Basic UDI-DI:
768455AWC00213E

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Carboflex
Basic UDI-DI:
768455AWC00083N

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Duoderm Gel

Basic UDI-DI:
768455AWC00093Q

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

ConvaTec Foam Lite

Basic UDI-DI:
768455AWC00193T

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Kaltostat
Basic UDI-DI:
768455AWC00053G

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Avelle NPWT Dressing
Basic UDI-DI:
768455AWC00033C

Class IIb excluding Class IIb
implantable non-WET

N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Avelle NPWT Pump
Basic UDI-DI:
768455AWC00023A

Class IIa N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797

Hydrocolloid Sealing
Strips
Basic UDI-DI:
768455AWC00163M

Class I device placed on the
market in sterile condition

N/A MDD Certificate #1: CE 56172
Expiry date: 20/10/2023
NB#: 2797

Loop Ostomy Rod
Basic UDI-DI:
768455OST0005F5

Class IIa N/A MDD Certificate #1: CE 00364
Expiry date: 20/10/2023
NB#: 2797
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Table 2: Devices covered by this letter and for which the NB is NOT responsible for appropriate
surveillance of the corresponding devices under the applicable Directive:

Device name or Basic
UDI-DI (under MDR
application)

MDR Device classification
(as proposed by the
manufacturer and verified
at the pre-application
stage)

If the MDR device is a
substitute device,
identification of the
corresponding
MDD/AIMDD device

MDD/AIMDD Certificate
Reference(s) of the
devices under MDR
application, and the NB
Identification

N/A N/A N/A N/A

Confirmation Letter Revision History
Date Action

2023/07/04 Initial issue
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